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JPSEN PHARMA BIOTECH / IITCEN ®APMA BIOTEK

Number of manufacturing autarisation / Homep nossoay na supoGuuurso: M 20/144 )
Parc d"activités du Plateau de Signes « Chemin départemental n® 402
83870 SIGNES, France

Tlapk A" xrisire mo Nnaro ae Ciin AenapraMeHTCLKa Iopora Ned02
83870 CIHb, ®pannia

Phone / Tenedon ; +33 (0)4 94 1076 76

Fax / $axe : +33 (04 94 1076 93 .
S CHRTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOIKAT AHASIIZY TA BIIMOBIZAHOCTL "~

314776.FOR / V6.0

Specification reference / Tocnnanun ua cneundgixanbo: E

Material code / Kon marepiany: 1028614 Batch nomber / Ne cepif: W258%6
Product name / Haspa npoaykry: DIPHERELINE® 22,5MG IFLCN UA / JUPEPENIH® 22,5 MT" | ®J1 UA
Registration number / Homep pecerpauiitnoro nocsinuennss UA/D454/01/02

Strength / Potency / Cuaa alf / Axtupnicrs: Triptorelin 22,5 mg/ Tpuntopenin 22,5 Mr

Name of the product and Dosage form / Haspa npoaykry ta jikapcbka dopma: DIPHERELINE® 22,5 mg powder and
solvent for suspension for injection, prolonged release form / JAGEPENIH®, nopowok no 22,5 M Ta PO3HHHHKK A
cyenessii g i ekutit nPONONroRaHoro BUBINLHONHIA

Package size and type / Poamip Ta Tan ynakosku: | vial of powder (packed with an ampoule of 2 m solvent and a blister
with 1 syringe and 2 needles in each in a cardboard box) / 1 ¢nakon 3 nopoutkom (s KOMIUteKTi 3 POAHEHUKOM N0 2 Mt B aMmyni,
LUNPHEOM [UTA OHOPASOBOTO BHKOPHCTAHIST Ta JBOMA ronkamn (B GuricTephilt ynakosuj) 8 KapToHui#t kopo6ui)
Manufacturing date / ata pupoGuimrsa ¢ 05.07,2022

Expiry date / {ata 3akingenns Tepminy nphnatiocvl: 30,06.2025

Batch size / Poamip cepii s 100  packs /ynakonox

TESTS/ SPECIFICATION/ ’ RESULTS /
[IOKA3HHMKH i e CNENUPIKAIA PEIVILTATH
DE POLL White to slightly yellow lyophilized cake in a
EOWDER/HIOFOUIOK brown glass vial and dark green plastic Flip-
off™ cover. passed /
1. Appearance Qnue Jliodinisosana maca sin Ginoro 1o snerka signorinae

HKOBTOTO KOMbOPY ¥ AakoHi 3 KOPHUHEROTO
CHR/IA § NNBCTHKOBOK KPUILKOLO THITY Flip-oft™
TEMHO JEJICHOIC KOJIbOPY

a : ' TLC spot for sample corvesponds (o reference
ENTIFICATION / AEHTUDIKA standard with respect to color, intensity and Rf
2. Triptorelin identity by TLC/ value. passed / innoninac

Inewrngiranis -rpunropeatuy (TIIX) | 1y)\X fngwa s spadka 3a KOTLOPOM,

inrencHBHictio T4 3HadeHHAM R sinnosinae
naaMi Ang craupapTy

: Major peak for sample correspond (o that of
3. Triptorelin identity (HPLC)/ reference standard with respect to elution time
Inewrndlxauin ~ypunvopenivy (BEPX) and shape. . passed /
OcHopHHI MK WA BUNPOGOBYBAHOTO PO3UNHY sinnosinae
33 YacoM emolosanis ta GopMolo Bianosigac
OCHOBHOMY NiKY JUIA CTAHAAPTY.

4. A test 10 HAYeH
Triptorelin assay (HPLC) / - tpunropeniiy 95 - 105 % 100.2
(BEPX)
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IPSEN PHARMA BlOTECH / INCEH ®APMA BIOTEK

Number of manufacturing aatorisation / Homep nossony Ha nipaGunurno: M 20/144 & ¥
Parc d"activités du Plateau de Signes - Chemin départemental n® 402
83870 SIGNES, France .

[Tapk a'axripite mo Tnavo ne Cinb AENAPTAMEHTCEKA A0POrA Ned02

83870 CIHb, ®panuia

Phone / Tenedon : +33 (04 94 10 76 76

Viax | Paxe ; +33 (0)4 94 10 76,93 o o
CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHGIKAT AHAJIZY TA BIANOBIAHOCTL

314776-FOR / V6.0

Specification reference / Mocunauna va eneunpivauio: E

Material code / Kon mavepiany: 1028614 Batch number / Ne cepil: W25896
Product name / Hassa npoaykry: DIPHERELINE® 22,5MG IFLCN UA / JHOEPEJIH® 22.5MI" 1 @JTUA
Reglstration number / Homep peeetpauliinoro nocsiguenns: UA/9454/01/02

Strength / Potency / Cuna uit / Axrisuicrs: Triptorelin 22,5 mp/ Tpunropenit 22,5 Mr

Name of the product and Dosage form / Hx3na npoaykyy Ta JiKapeuka Gopmas DIPHERELINE® 22,5 mg powder and
solvent for suspension for injection, prolonged release form / JUMEPENIH®, nopourox no 22,5 Mr T& pO3YMHRHK AR
cycnensiv s iH'exuii nPONONroBAHOTO BHRINLHEHHA - ‘

Package slze and type / Poamip Ta Thn ynakoskns | vial of powder (packed with an ampoule of 2 ml solvent and a blister
with 1 syringe and 2 needles ii each in a cardboard box) / | dnakou 3 riopourkom (B KOMIUIEKT 3 POSUMHHIKOM 110 2 MAt B amMmTyhi,
WHPHLOM A1 OBHOPA3OROTO BHKOPHCTAHHSA T4 IBOMA roikaMH (B GnicTepHilt ynaxonui) B kaptounii kopo6ui)
Manufacturing date / Mata supobunuraa :  05.07.2022

Expiry date/ Mava 3axiuonun vepminy npngariocri: 30.06.2025

Batch size / Poamip cepii: 100 packs /ynakonok

TESTS / SPECIFICATION/ RESULTS/
TIOKASHNKM CHIELM®TKALLISA _PE3YJLTATH |
" passed / passed /
§.  Uniformity of dosnge units / Omwoplanicrs innorinae einnosinae
ROIOBAHHX OAHHHUL
6. Related substances / Cynposinui nomiwky
Triptorelin Free acidl impurity / - tpuicropeniny £05% 0.3
8inbHE KACHOTS )
Any other individual impurity / - Gyas-axa inwa <0.5% 0.2
innusigyantta poMimika
Total impurities /- 3aransna Kmbkiﬁb nomlﬁxou £3.0% 0.5
7. Water content / Bmicr soan <20% 0.1
8. In vitro dissolution / Posunnenus in-vitro :
1 hours / | ronuna: 23 - 43 % 36
24 hours / 24 roguin: 44 - 64 % 56
72 hours / 72 ronstn: 44 ~ 64 % 57
7 days /7 nuin: > 80 % 82
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IPSEN PHARMA BIOTECH/ INCEH ®APMA BIOTEK

Number of manufacturing autorisation / Homep noasony na supoGrnurso: M 20/144 .
Parc d'activités da Plateau de Signes - Chemin départemental n® 402
83870 SIGNES, France

apk a'axrisite ao Iaero se Cine nenapyamenrcura popora Ned02
83870 CIHb, Opanuia
Phonie / Tenedon : 433 (0M4 94 1076 76

Fax / dake ; +33 (0)4 94 (076 93 B,
“f - 7 ¥ 'CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTH®IKAT AHATIIIY TA BIAMOBIAHOCTI * -

314776-FOR / V6,0

Specification reference / Mochnanus ra cenndikauio; E

Material code/ Ko maTepiany: 1028614 Batch number / N2 cepif: W25896
Product name / Hassa npoayxry: DIPHERELINE® 22,5MG IFLCN UA / JUOEPENTIH® 22,5 MI" | dJ1 UA
Registration numher / Homep peccrpauiiinoro nocsinuenna: UA/9454/08/02

Strength / Potency / Cuna ait / Akvapnicts: Triftorelin 22,5 mg/ Tpurrropenin 22,5 mr

Name of the product and Dosage form / Haspa npoaykry Ta aikapeska dopma: DIPHERELINE® 22,5 mg powder and
solvent for suspension for injection, prolonged release form / JMGEPEJIH®, riopouiox no 22,5 Mr T PO3UHHHKEK 118
cycniensii juin iR’ €KL NPOOHTOBAHOTO BHBINLROHIA

Package size and type / Posmip ta Tun ynakonkn: 1 vial of powder (packed with an ampoule of 2 ml solvent and a blister
with | syringe and 2 neesdles in each in a cardboard box)/ 1 QuIAKOH 3 FOPOLIKOM (B KOMILTEKT] 3 POIUMHHHKOM 110 2 MJt B amnyni,
UINPHUOM U1 OAHOPA30BOID BUKOPHCTAHMS T4 JBOMa rosikamu (8 GnicTepHilt ynaxosui) B xapronuiit kopoGui)
Manufacturing date/ lava supobuuurea :  05,07.2022

Expiry date/ laTa saxinveuun Tepminy npngarrocti: 30.06.2025

Batch size / Poamip cepii s 100 packs /ynakopok

Complete suspension in < 60 sec,
RECONSTITUTED SUSPENSION / ;
BIIHOBJIEHA CYCIEH3ISI homogeneous suspension without

; agglomerate & total volume passes through a
9. Reconstitution time / Use piantonacrun | 31.Ga needle/

T"oToBa cycneusin 3a < 60 cek, ogHopinHa 30
cyenensi Ges arperaris, Boc 0f’eM
apoxoAHTE Hepes roaky 21-Ga

10. pH/pH 551015 )
: : 5575 : 6.0
11. Particule size / Poamip uacrok
: ' 42 - 66 um 50
A (mean diameter)
1. PLGA 75/25 47 « 66Kt
= cepeanii niamerp
2. PLGAB5/1S 42 - 66 pm
(mean diameter) 52
42 « 66 MxM
cepenuiit niametp
12, Sterility / Crepunnricrs
Absence of growth passed /
Bincytuicrs pocty Bistionifae
13, Bacterial endotoxin /
Eaicveplanbui eHR0TOKCHAR < 350 EUlvial passed /

< 350 EQ/dnakon Bigniopigae

T
B iy}
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IPSEN PHARMA BIOTECH / INCEH ®APMA EIOTEK

Number of manufaciuring autorisation / Homep n03soy na wipoGHnureo: M 204144 ‘ ¢ m - ]
Pare d'activités du Plateau de Signes ~ Chemin départemental n® 402 3 E
83870 SIGNES, France )

Iapk ' arisite a0 Mnato ne Cigs AenapraMentchka Aopord Ned02
83870 CItib, ®panuis

Phone / Tenedon : 433 (0)4 94 1076 76
Pax / ®ake ¢ +33 (0)494 10 76 93 i
CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTAMIKAT AHANIZY TA BIATIOBIAHOCTI

314776-FOR/ V6.0

Specification reference / Mocinianns na cnemdiraniio: B

Material code / Koa marepiany: 1028614 " Batch number/ N cepitt W25896
Product name / Hazna npoayxry: DIPHERELINE® 22,5MG IFLCN UA / JUGEPEJIH® 22,5 MI" 1 ®J1 UA
Registration number / Homep pecerpanifinoro nocslaennn: UA/9454/01/02

Stcength / Potency / Cuata aif / AkTHBHICTD: Triptorelin 22,5 mg/ Tpuntopexnin 22,5 Mr

Name of the product and Dosage form / Hassa npopyxry w2 nikapeska gopma: DIPHERELINE® 22,5 mg powder and
solvent for suspansion for injection, prolonged release form / JAGEPEJIH®, nopoiiok no 22,5 MF Ta po3YHHHHIK ML
CyCHeHsit A i’ ekuifl NPONOHIOBAHOrO BUBIILHERHA

Package size and type / Poamip Ta THn ynaxosku: | vial of powder (packed with an ampoule of 2-ml solvent and a blister
with 1 syringe and 2needles in each in a cardboard box)/ I ¢niakon 3 nopouIKoM (B KOMIUTEKT § POIMUHHHUKOM 1O 2 M B ammIyJti,
LINPALIOM VIR OAKOPATOBOTO BUKOPHCTARHA T IBOMA FOAKAMH (b Grrictepuiit ynakopui) 8 KapronHif kopobui)
Manufacturing date / ara supobunurpa :  05.07.2022

Expiry date / lara aainvenns vepminy npraaraoeTi; 30.06.2025

Batch size / Poamip cepit: 100  packs/ynaxosox

Conclusion: Batch complies
Buenorois Cepin innoninac

Conuments/ Komentapis o ‘Not Applicable / He sacroconyerses
) Q1 Write comments if any / Hanumuite KoMenTapi, AKIIO BOKY €:

Certification statement:

I hereby certify that the above information is authentic and accurate, This batch of product has been manufactured
(including packaging/labeling and quality control) at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP, '

3asiea npo cepruikauiio:

LM 2 3acBifMyio, WO HABEACHA BULLE indopmauis € J0CTOBIPHOIO Ta TOWHOIO. Lo cepiny npoxyxuit 6yno supobieno
(BKMOHAIOUH NAaKYBAHHA/MapKyDaHHA TA NPOBCACHO KOWIPOIh if saKkocti) Ha BuwesasHavenid Ainuhuui y nOBRIA
BianoniaHocti 3 buMoraMi GMP, BCTAHOBIGHUMH MICUBBHM PEryNSTODHHM OpraHOM, a Takox sianosiano fo
cneundigatiff, wo MicTATECK Y peecTpauifinomy foche Kpainu-imnoprepa. TIPOTOKONN BHPOGHULTER, NAKYBAHHA 14
anatisip Syno nepersityTo Ta BCTAHOBACHO piznosinnicts BuMoraM GMP, Julien ROCHE

Name, Signature and position/title of person authorising the batch release: _HW
: Assurance Quality Pharmac L

1M'4, ARG T2 NOCARA/3BAHHA 0coBH, AKA BIAANA XO3BIT HA BHITYCK cepif:
YriosHOBAKENA 0c00a 3 AKOCTI, PapMaLeBT

Julien ROCHE

Date of signature: IPSEN PHARMA BIOTg.gCH
Jata ninnucanua: 'Activités du plateau do nes
Stamp/iuramn : Pargae::i; DTépanemenlaI 40% 2 4 NOV, 2022
; JGNES (France
Julien ROCHE adiiﬁl%&a;e P07 Sighes g Page 4 sur 4
' 83030 Toulon Cedex 9
2 4 NOV, 202 16l 23(0)8 04 1076 76+ Fax 33(0)2 04 407879

RCS Toulon 1 8347 835 274
Siet : 347 836 274 00015 « Code NA.F 21202




INICEH ®APMA FIOTEK / IPSEN PHARMA BIOTECH. \22 I PSE N
Tlinensin va BupoGunurso: M 20/144 Y - L
Iapx ruxrisite mo iaro e Cinn nenapTaMeRTCLKe LOpora

Ne 402, 83870 CIHb, ®panuia /

Parc d'activites du Plateau de Signes chemin departemental

Ne 402, 83870 SIGNES, France

Tenedor: 33 (0)4 94 10 76 76

dake: 33 (0)4 94 1076 93

CERTIFICATE OF ANALYSIS/ RELEASE
CEPTUDIKAT BUITOBIAHO CTI/BUILY CKY

3536111714 / V4.0

Specification reference / Ilocuaanus ua exenndivauio: B

Material code / Kox marepiany: 1010627 Bitch number / Homep cepii: W07918

Article name / Flassa crvarri: Solvent 2 ml for reconstitution for DIPHERELINE® 22,5 mg / PO3YnHHUK 110 2 Mt
s pigHonnenns JIUGEPEITIH® 22,5 mr

Registration number / Homep peccrpaniiinore nocsisuennn: UA /9454/01/02

Name of the product / Hassa mixapenkoro sacofy:

Solvent 2 ml (water for injection) for reconstitution for DIPHERELINE® 22,5 mg / Posuunuuk no 2 mn (8osa ans
i’ exuitt) gs sinnosnenns JUOEPEITIH® 22,5 mr

Pruckage size and type / Poamip Ta Tan ynaxosxu: | ampule of 2 ml solvent (packed with a vial of powder and
a blister with 1 Syringe and 2 needlss in each in a cardboard box)/1 amnyna 3 pO3HHHUKOM 1O 2 MJT (Y KOMIJIEKT 3
NOPOLIKOM, LANPHUOM AMH OAHOPE30BOFO 3ACTACYBAHHs Td ABOMA TONKAMA (Y GnicTepnii yiakosu) B KapTOHHII
Kopobui) .

Manufacturing, primary packaging and quality control / BupoGunirrso, uepsunne MAKYBAHHA TA KOHIPOL
sicoerl: CENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, Pro
Mapcenn Ta Xax I'owe, 52, POHTEHE -~ CY - BY A, 94120, ®pannia

Number of manufacturing autorisation /Homep ninensii va BupoOuuurso: M 14/551

Manufacturing date / Jata Bupobunnrsa;s 02.02,2022

Expiry date / Jara 3axihnaensst Tepminy npugarnocrii 02.02,2027

Batch size / Posmip cepii: 100 packs / ynaxonox -

TESTS / HOKASHUKH SPEC TFICATION / CHELHDIKALLS RESULTS/

] . . : PE3YJILTATH
1. Characteristics / Xapakrepucrakn - | Solution colorless, clear practically free of

Appearance / / Onie patticles / passed / pisnonisae
. 5 & . [Tpozopnit, GesGapauuil pO3unH, NPAKTHYHO
BiIBUMM BIJX BUIMMUX HACTHHOK

Particulate contamination / 2 10 pm: < 6000 particles / ampoule /

Mexaniuni  Brmovenns 2 10 mxm: & 6000 MikpouacTuHOK/AMITY N8 2
> 25 pm: £ 600 particles / ampoule
2 25 MxM: % 600 MikpouacTiHOK /amMnyna | 1

2. TESTS / BUITPOBYBAHHA

Acidity or alkalinity / B Complies with Ph, Bur, / passed / sinniosinae

Kuenoryicrs - nyxmnicts i Bianoninac sumoram €sp. dapm

Conduetivity / : 258/ em ! o _

Ilaroma enexrponpopixnicrs €25 MKCM / eu”! ' 2
Oxidizable substances / ; Complies with Ph. Bur./ passed / sinnosinae

Oxuemopani peyon uun Bianogisue simoram €sp. hapm




IMICEH ®APMA BIOTEK / IPSEN PHARMA BIOTECH,
Jliuensis na rupoGHuuTao: M 20/144

IMapx a'akrisire 1o [nato ge Cinb nenapTaMenTchra A0pora
Ne 402, 83870 ClHIb, ®paria /

Pare dactivites du Plateau de Signes chemin departemental

Ne 402, 83870 SIGNES, France

Tenedon: 33 (0)4 94 1076 76

Dake: 33 (0)4 941076 93

ZIPSEN

CERTIFICATE OF ANALYSIS/ RELEASE
CEPTH®IKAT BIJIIOBLIHOCTI/BUILY CKY

353611-J1J151 / V4.0

Specification reference / Iocuaanng ua crenudiranio: B

Material code / Ko marepiany: 1010627 Batch number / Homep cepil: W07918

Article name / Hassa crarri: Solvent 2 ml for reconstitution for DIPHERELINF® 22,5 mg / Pozaunsux no 2 ma
i pinrosnends JIMOEPEJTTH® 22,5 wr

Registration number / Homep peecrpauiiisoro nocsiguenns: VA 719454/01/02

Name of the product / Haisa sikapcbkoro sacofy: :

Solvent 2 m! (water for injection) for reconstitution for DIPHERELINE® 22,5 mg / Posuwnuuk 1o 2 ma (Boma ana
inexuiit) s sinnosnenns JUDEPEMTH® 22,5 mr

Package size and type / Posmip Ta Tun ynaxosxn: 1 ampule of 2 ml solvent (packed with a vial of powder and
a blister with 1 syringe and 2 needles in ¢ach in a cardboard box)/1 amnysa 3 POIUHEHIKOM 11O 2 mst (y komMnekTi 3
TIOPONIKOM, WTIPHUOM UT 0THOPA3OBOTO 3aCTOCYBAHNS T4 NBOMA FONKAMH (y Gnictepuiit yrnakosui) B KapToHHii
xopotui)

Manufacturing, primary packaging and quality control/ BupoGHHUTBO, NIEPBIHUC NAKYBAHH TA KOHTPO/IB
axoeris CENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, Pio
Mapcens ra ¥ax Fome, 52, POHTEHE - CY - BYA, 94120, Ppanuis

Number of manufacturing autorisation /Homep niuensit na BupoSuuurso: M 14/551
Manufacturing date / lnra supoGuigrea: 02.02,2022

Expiry date / J{aTa sakinvennn Tepminy npunarnocri: 02.02.2027
Batch size / Poamip cepii: 100 packs / ynakosox

TESTS / MTOKAZHUKH SPECIFICATION / CUELTHDIKALIS RESULTS /
. PE3YJILTATUH
Chlorides / Bunpotysanus Ha < 0.5 ppm passed / pinnosinac
rpasnyHHii BMicT xaopuain % 0.5 ppm
Nitrates / BunpoGysaxus Ha < 0.2 ppm passed / Bigmopinae
rpREnyunmii BMicT nitpartin < 0.2 ppm

Sulphates / BunpoOysanss na
rpanuynuit smicr cyasparis

Complies with Ph, Eur, /
Bianosinae sumoram €sp, apm

passed / pinnosinae

Ammonium / BunpoGysanns na
rpasMHnil BMicT amonin

< 0.6 ppm
£ 0.6 ppm

passed / ianosinae

Calcium and magnesium /
BunpoGyBauus Ha rpanuune
BMICT KAJIBLIIO TA MArHilo

Complies with Ph. Bur. /
Bianosinae sumoram €ep, Papm

passed / sianosinae

Residue on evaporation /
3anuuIoK UpH ynaprosanni

< 0.004%
< 0.004%

0,001




Tapic ) arcrinive mo Thtaro ac Citib AEAARTANCHTCHKA A0POTa
No 402, $3870 CIHb, Gpanuis /

Parc:d’activites du Plateau de Signes chemin departemental
Ne 402, 83870 SIGNES, France

Teneqor: 33 (0)4 94 1076 76

daxe: 33 (0)4 941076 93

IIICEH ®APMA FIOTEK/IPSEN PHARMA BIOTECH. - I pSEN
Tliyensia ua BupoGhiieo: M 20/144 i

CERTIFICATE OF ANALYSIS/ RELEASE
CEPTU®IKAT BUIOBIIHOCTI/BAILY CKY

353611151/ V4.0

Specification reference / TTocnaanns ua cncuundpivanio: B

Material code / Kon marepiany: 1010627 Batch number / Homep cepii: W07918

Article name / Hazna crarris Solvent 2 ml for reconstitution for DIPHERELINF® 32,5 mg / Posunpuk 1o 2
wia pinuosaenss JJUGEPEJILH® 22,5 mr

Registration numiber / Homep peccrpauiinoro nocsimenns: UA /9454/01/02

Name of the product / Hasga aixapcwioro 3acofy:

Solvent 2 ml (water for injection). for.reconstitution for DIPHERELINE® 22,5 mg / Posuunnuk no 2 i (sojia utd
is’exuit) ans sinsonsenns JUPEPETIH® 22,5 mr

Package size and type / Posmip Ta THII YHAKOBKH! 1 ampule of 2 ml solvent (packed with a vial of powder and
a blister with 1 syringe and 2 needles in cach in a cardboard box)/1 aMmynia 3 pOIUHHHHKOM 110 2 MJL (y KomrnnexTi 3
MOPOLIKOM, UINPHUOM VISl OXHOPA3OBOIO ACTOCYBAHHA T4 JBOMA roskamu (y Gaicrepniit ynakosui) 8 KapTOHHIR
Kopobui)

Manufacturing, primary packaging and quality control / BupoGHHUTBO, NEPBUHHE HAKYRANNH Ta KOHTPO/IL
axoeri: CENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCI, Pio
Mapcesn ta Xax Cowe, 52, GOHTEHE - CY - BYA, 94120, Gpanuis,

Number of manufacturing autorisation /Homep niueusii ua pupoBuuurso: M 14/551

Manufacturing date / lata supobunursa: 02.02.2022

Expiry date / lava 3axiracsu Tepminy npujanocti: 02.02.2027

Batch size / Posmip cepif: 100 packs / ymakonox

TESTS / MOKAZHUKHA " SPECIFICATION / CHEUM@OIKALLS RESULTS /
; ; . . C PE3YJILTATH
Extractable volume / 2 2.0ml
O06'em, U0 BATHIRETHCH : 22.0Mmn - : - 2.1
Sterility test ICrepnaspicTL. .| Complies vﬁth Ph, Eur. / ‘ _ passed / pianosinae

Bianasigac suMoram €ap. Papm

Bacterial endotoxins / < 0.25 IU/ml.

Baxrepianbni engorokennan | <€ 0.25 MO/Mir | : . . <0.12
Conclusion: Batch complies

Bucnonok; Cepia siauorizsac sumoram

Comments / Komenrapis [X] Mot Applicable / He 3acTocoBy€Thes

(1 Writ2 comments if any /Komentapi, 3a gaasnocri:




INICEN ®APMA GIOTEK / IPSEN PHARMA BIOTECH. ' I pSEN
Jliucasia na pupoSnureo: M 20/144
Mapk 2’ arinire mo Inaro e Cinb ACNAPTAMEHICHKA AOPOTA

Ne 402, 83870 CIHb, dpanuis /

Pare d’activites du Plateau de Signes chemin departemental

Ne 402, 83870 SIGNES, France

Tenedon: 33 (0)4 94 10 76 76
Dake: 33 (0)4 94 1076 93

CERTIFICATE OF ANALYSIS/ RELEASE

CEPTH®IKAT BITOBIIHOCTI/BUILY CKY

353611-J151/ V4.0
Specification reference / Iocunanna na cneundpixanio: B
Material code / Ko mavepiamy: 1010627 Batch number / Homep cepit: W(7918

Article name / Hassa erarrit Solvent 2 ml for reconstitution for DIPHERELINF® 22,5 mg / Posuninnk no 2 ma
s Bignosnenns JJUMEPEJIH® 22,5 mr ;

Registration number / Homep peecrpasuiitieoro nocsigaennn: UA / 9454/01/02

Name of the product / Hazpa sikapenicoro 3aco6y:

Solvent 2 ml (water for injection) for reconstitution for DIPHERELINE® 22,5 mg / Posusnuus no 2 min (Boja s
i’ exuilt) s sinsosnenns JUMEPE1IH® 22,5 ur .
Package size and type / Poamip Ta-vun ynaxonxa: 1 ampule of 2 ml solvent (packed with a vial of powder and a
blister with [ syringe and 2 needles in each in a cardboard box)/| ammyna 3 po3UMHHHKOM 110 2 M (y komruiekti 3
TIOPOIIKOM, IUNPHLOM UL ORHOPAIOBONO 3ACTOCYBAHHA T4 JBOMA FOSKAMH (Y Gnicrepuiit ynakosui) B kapToRHIA
kopoGui)

Manufacturing, primary packaging and quality control / BUpoGHHLTBO, IOPBHHHE NAKYBAHHS T4 KONTPOJL
siwoeri: CENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKC], Prwo
Mapcens ta Xak Cowe, 52, ®OHTEHE : CY - BYA, 94120, Opanuis

Number of manufacturing autorisation /Homep niuensii ua supobumurso: M 14/551

Manufacturing date / [iara sapoGimursat 02,02.2022 :

Expiry date / lata 3akinuenns repminy npraarnocri: 02.02.2027

Batch size / Poamip cepiit 100 packs / ynakosok

Certification statement; '

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured (including packaging/labeling and quality control) at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The bateh processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.

3anna npo ceprudikaniio: 3 : ' '
L1MM 38¢BiAUY10, IO HABGHEHA BHIKE TH(OPMALIH € OCTORIPHOIO Ta TOUHOIO, Ll cepito nipojiy kuii Gy.sio supobreHo
(BKTIOUAKOUN NAKYBAHHA/MAPKYBARKS T2 NPOBEICHO KORTPOL 1f Akocr) Ha BrUWIe3alHaYeHilt Aimbuuiti y noswii
RIATIOBIZNOCTE 3 BAMOTAMH HANGKAOT RUPOGHUUOT npaktiky (GMP), BCTAHOBNCHUMH MICUCBUM PEryNATOPHIM
opraHoM, @ TaxkoX BiamosiaHo N0 cuenndirauii, mo micTaThCs peectpaniinoMy nocke KpafHu-iMnoprepa.
[povoxois BUPOBHUILTEA, MAKYBARHA TA auanisis Gyjo NEPerisHyTo Ta SCTAHOBICHO BianosigMicTs BHMOraM
BuMoTaMI Hanexnol supoSHuyuol npakTiku (GME). :

Name, Signature and position/title of person authorising the batch release:
[Ipismuine Ta 10caA8/NOIHLLN 0COBN, HK# BHAAIA AO3BUL Ha BHIYCK Cepii:
[ramuy /nidnuc/
Wynven POLIE (Julien ROCHE)
VnoBHOBaXEHA 0c06a 3 sxocti, Papmalest
’ ’ 24 JIACTONTAIA 2022 POKY]
Date of batch relense: (Iramny /nionuc/ :

Llara punycxy cepii: Hyawen POLLIE (Julien ROCHE)
: ; 24 JIMCTOITAIA 2022 POKY]

[Wramn: ITCEH ®APMA BIOTEK / IPSEN PHARMA BIOTECH.

ITapx w’akrisite mo Thiero ae Cinn perapramentobka gopora Ne 402, 83870 Cltih, (Ppanuis) /
Parc d’activites du Plateau de Signes cliemin departemental Ne 402, 83870 SIGNES, France
ITowrosa axpeca: BP 707 Cinn, 83030, Tyson Cedex 9

Tenedon; 33 (014 94 10 76 76 :

daxe: 33(0)4 94107679

peegrpatditiuit somep nixnpremcrsa b Toprosomy pecorpi Y M. Tynon Ne B347 835 274

Sirer: 347 835 274 00015 - xox BuAY AismKOCT nianpuemerna 21207 ]




IPSEN PHARMA BIOTECH / UNICEH ¢APMA BHOTEK

Number of manufacturing autorisation / HoMep paspeuicitns Ha nponsnoactao; M 20/144 4
Parc d'activités du plateau de Signes — Chemin départemental n® 402 _
83870 SIGNES, France

[Tapk a'akTHBHTE A0 NAATO Ac CHHb ICHAPTAMEHTCKAR JOpora Ned02
83870 CUHb, ®panuna
Phone / Tenedor: +33 (V)4 9410 76 76

Fax / ake +33 (0)494 10 76 93 .
= CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEPTHOUKAT AHAJIM3A WCOOTBETCTRHA™

353611-FOR / V4.0
Specification reference / Cenlika #a eneundmraunio: B

Material code / Kox marepnana: 1010627 Batch number / Ne cepuns W07918
Acticle name / Hassauue cramsis Solvent 2 ml for reconstitution for DIPHERELINE® 22,5 mg / Pactaopirens o 2 M wis
npurotosnenns JUGEPENIUH® 22,5 mr

Registration number / HoMep perucpantoHHOro Colaerenncroa:
Name of the product / Haumenosanne npoaykumnn:
Solvent 2 ml (water for injection) for reconstitution for DIPHERELINE® 22,5 mg / Pacteopuress 10 2 Ma
(8043 AnA MEbekuuit) s npurovosnenss JUOEPETIHH® 22,5 wr
Package size and type / Pasmep # Tin ynakoskus § ampule of 2 ml solvent (packed with a vial of powder and a blister with 1
syringe and 2 needles in each in a cardboard box) / 1 aMnyna ¢ 2 Mn pactRopuTens (B KOMIIEKTE € NOPOWKOM, LIIPUUCM Anf
O0RHOPA30BOTO NPHMOHCHHA 1 ABYMS HINAMHK (8 OAHCTEPHON YNAKOBKE) B KAPTOHHOR KopoOke)
Manufacturing, primary packaging and quality control / [Ipon3nosCYBO, NEPRUYHAN YIAKOBKA H KORTPONIb KAYCCTBAL
CENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCH, pio Mapcens ¢ Xak Cowe
52 94120 GOHTEHE-CY-BYA, Opanuus . :
Nuniber of manufacturing autorisation / Homep paspewchus ua npoussosicrao: M 14/551
Manufacturing date / JaTa nponssonctsa: 02.02,2022 i
Expiry date / Jata oxonuanus cpoka ropmoetis 02,02.2027
Batch size / Pasmep cepun: 100  packs /ynaxonox

UA/9454/01/02

TESTS/ SPECIFICATION/

RESULTS/
TNOKAATEJAN CHEUHOGHKAUMA PE3YVJLTATHI
1, CHARACTERISTICS/
ONHCAHHE
Appearance / Onucasie Solution colorless, clear practically free of particles / passed /
g TTpospaunsili, GecupeTHy pacTBOp, NPAKTHHECKH HE COOTBETCTRYET
conepkauil BUAHMBIX HacTHIL
Particulate contamination / 2 10 pm: § 6000 particles / ampoule /
Mexanmyuecins BRIIYEHIR » 10 MkM: < 6000 MEKpoURCTHLYAMITY 2
: # 25 pm: < 600 particles / ampoule
> 25 MKM: < 600 MHKpOHacTRU/AMITY MR 1
2. TESTS/TECTEI
Acidity ot alkalinity / Complies with Ph, Eur, / passed /
Kneaorsocts - widnouuocTs Cooteercrayer peGosannam Epp, Gapm. COOTBETCTBYET
Conductivity / Ynensnan < 25 p8/em’!
INEKTPONPOBORHOCTH <25 S/ em™ )
Oxidisable substances / Complies with Ph, Eur. / passed /
OKneIseMble BelecTsa Coorsercrsyer tpeGosanusd Esp. Dapm. COOTBETCTBYET
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IPSEN PHARMA BIOTECH / HTICEH ®APMA BHOTEK

Number of manufacturing autorisation / Homep paspemenus Ha NPOH3BOACTRO: M 20/144 L]
Pare d'activités du plateau de Signes - Chemin départemental n° 402 ;
83870 SIGNES, France

Tlapk A" aKTHBHTE 410 (NATO A CHHK AENBPTAMERTCKAA nopora Ned02
83870 CUHb, ®pauuna

Phone / Tenegon; 433 (014 94 10 76 76
Fax / Qaxe: +33 (0494 107693

QA9I0T693 e —
CERTIFICATE OF ANALYSIS AND COMPLIANCE | CEPTHOHKAT AHANHIA 7 COOTBETCTBHA

353611.FOR / V40
Specification reference/ Centiika Ha cnenuguxanmnio: B

Material cade / Kon matepuanas 1010627 ) Batch number / N cepin: w07918

Article name / Hassanue crahu: Solveat 2 ml for reconstitution for DIPHERELINE® 22,5 mg / PactBopHTeAL 10 2 MA ANA

npurotopnexus AUOEPENIMH® 22,5 Mr ’
Registration number / Homep perucTpauHONHOro CBRALTLILCTRA UA/9454/01/02

Name of the product / Haumerosanue npoxyKigume

Solvent 2 m! (water for injection) for reconstitution for DIPHERELINE® 22,5 mg / Pactsoputens 1o 2 MRt

(BOsta AN MHBLEKIUKE) AnA NPHIOTOBAEHUA JHOEPEJIUH® 22,5 mr

Package size and type / Pasmep 1 THN ynakoBKu: 1 ampule of 2 ml sotvent (packed with a vial of powder and a blister with 1

syringe and 2 needles in each in a cardboard box) / 1 aMmyna ¢ 2 MII PAcTROpHTENA (B KOMILIEKTE ¢ OPOLIKOM, LAPHLIEM A

OAHOPA3OBOTO MPHMEHEHHA H ABYMA HIAMH (B GnucTEpHOR YNAKOBKE) B KAPTOHROH KopoOke)

Manufacturing, primary packaging and quality control { TEpONINOACTRO, MEPBHHNAA YIAKOBKA It KOHTPOAL Kavet sa:

CENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCH, pio Mapcens e Xak loute

52 94120 POHTEHE-CY-BYA, ©paivi

Number of manufacturing autorisation / Homep paspeweHis Ha NpOH3BONCTEO: M 14/551

Manufacturing date / Jara npoussoncrsat 02.02.2022

Expiry date / JIaTa OKOHYAHUA CPOKA FORHOCTH: 02.02.2027

Batch size / Paamep cepuni: 100 packs lynaxosok

TESTS / SPECIFICATION/ RESULTS/

MOKA3ATEJIU COENHOHKALUA . PE3YJLTAThHE
Chlorides / MenoiTanue na £0.5 ppm ‘
npeaeaLHOE conepKanne < 0.5 ppm passed /
XJA0puIOB ; COOTBETCTBYET
Nitrates / Hensivanue Ha %0.2 ppm
NpeaenLHOoe conepanne £ 0.2 ppm passed /
HIITPATOB : : COOTBETCTRYET
Sulphates / Wenbitanue na . .
npeAesibiloe coREpPRanNEe - | Complies with Ph. Eur. passed /
eyandarTos - Cootpercrayer TpeGosanuam Esp, ®apM. COOTBETCTBYET
Ammonium / UciisiTaiie Ha %06 ppm
npeneLHOE CofiepRanie £0.6 ppm passed /
AMMOHUA COOTBETCYRYCT
Calclum and magnesium /
Hensrranne Ha npeaensnoe Complies with Ph. Bur, passed /
cotepkanie kanbuna i Marpus | Cootsercreyer TpeGosanuam Enp, Qapm. COOTBETCTBYET
Residue on evaporation / 20.004 %
OCTATOX MPH YNAPHBAHUK £0.004 % 0.001
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IPSEN PHARMA BIOTECH / HIICEH ®APMA BHOTEK

Number of manufactuting autorisation / Homep paspeuicuns Ha NPOHIBOACTBO: M 20/144 o
Parc dactivités du plateau de Signes ~ Chemin départemental n°® 402
83870 SIGNES, France

Tapk 4 axvHsuTe 40 Naaro ae Ctb ICRAPTAMERTCKAA A0POrA Nd02

83870 CHHb, Dpariuna

Phone / Tenegon: 433 (04 94 1076 76

Fax / @ake; +33 (0494 10 76 93

E = CEBRTIFICATE OF ANALYSIS AND COMPLIANCE/ CEPT

THOVIRAT AHAJIIZA W COOTBETCTBHA™

353611-FOR / V4.0
Specification reference / Ceninka #a cneunguxaiio: B

Material code / Koz mavepuanaz 1010627 Batch number / }& cepnnt W07918
Article name / Hassanse crauu: Solvent 2 ml for reconstitution for DIPHERELINE® 22,5 mg / PactsoprTens no 2 i Jia
npurotosnenis JUOEPEJNUH® 22,5 Mr

Registration number / Homep perucrpauionnoro Cansereberaa: UA/9454/01/02
Name of the product / Haumenosanue npoayKumu:
Solvent 2 m! (water for injection) for reconstitution fot DIPHERELINE® 22,5 mg / Pacteopsress 1o 2 Mit
(BORA AN HHBEKLKIH) JUTA NPHIOTOBCHHA JTHOEPENHH® 22,5 Mr )
Package size and type / Pasmep 0 10 ynakoskh: 1 ampule of 2 m! solvent (packed with a vial of powder and 4 blister with 1
syringe and 2 needles in each in a cardboard box) / 1 amnyna ¢ 2 Mt PACTBOPHTENA (B KOMILTEKTE € NOPOILKOM, mnpuuem aas
OAHOPA3OBOTO NPUMEHEHHA 1 ABY M Hrutanu (8 Gnuctepuol yHakonke) B KapronHol kopotke)
Manufacturing, primary packaging and quality control / Ilpousnonerso, NEPBHYHAN YNAKOBKA 1 KONTROML KAYECTRA
CENEX], 52 rve Marce! et Jacques Gaucher 94120 FONTENAY SOUS BOIS, France / CEHEKCH, po Mapcens e Xak [owre
52 94120 ®OHTEHE-CV-BYA, ®paduua . ’
Mumber of manufaciuring autorisation / HoMep paspelieiing Ha DPOH3BOACTDO! M 14/551
Manufacturing date / {ata npousBoacTsa: 02.,02.2022
Expiry date / Jlata 0KOHUAHNKR CPOKA IOXHOCTHE 02.02.2027
Batch size/ Pasmep cepun: 100 packs /ynaxosow

TEGTS/ SPECIFICATION / RESULTS/
[IOKASATENY CHEUUPUKALINA PE3YNLTATE!

Extractable volume / Hasnexnemuiit 22.0ml
obbeM 22.0Mn 2.1
Sterility test/ CrepHisHocTh Complies with Ph. Eur, passed /

: | Cooreercrayer tpeGosanusm Esp. dapMm. COOTBETCTBYET
Bacterial endotoxins / <025 1U/ml :
BakTepuabibie IHIOTOKCHNL] < 0,25 DE/mn ) <012

Conclusion: = Baich complies
Sawntouense:  Cepus COORITCTBYST

Comments / Kommenrapmu: B Not Applicable / He npumesumo
’ G Write comments if any /' Hanniunte KOMMEHTAPUH, CORN OHB COTDY s socmsamsmrsin
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IPSEN PHARMA BIOTECH / MIICEH ®APMA BHOTEK

Number of manufacturing autorisation / HoMep paspeiicHia Ha NPOHIA0ACTRO M 20/144 L]
Parc d'activités du plateau de Signes — Chemin départemental n® 402
83870 SIGNES, France .

[Napk A'axrrsure 1o nnaTo ne CHHb JCNAPTAMEHTCKAS ROPOTE Ned02

83870 CUHD, ®panuns

Phone / Tenedou: +33 (0)4 94 1076 76

Fax / ake: +33 (014 94 1076 93 il . e _—
CERTIFICATE OF ANALYSIS AND COMPLIANCE / CEFTHOUKAT AHAIW3A U COOTBETCTBUS

353611-FOR / V4,0
Specification reference / Cebtika Ha coenuduxauwo: B

Material code / Kox marepuana: 1010627 Batch number / Ne ceprn W07918
Article name / Hasrasse crateuns Solvent 2 mi for seconstitution for DIPHERELINE® 22,5 mg / Pactsoputens (10 2 Ma s
uprirotoenenus JUOEPENUH® 22,5 mr

Registration nurmber / HoMep perucTpautoHHOro CRIACTENLCTBA UA/9454/01/02
Name of the product / HauMeHOBaHHe npoiy s
Solvent 2'ml (water for injection) for reconstitution for DIPHERELINE® 22,5 mg / Pactsoputens o 2Mn
(pona A MHBCKUHE) 18 nprrotonierus JHOEPENHH® 22,5 mr :
Package size and type / Paamep u Tun ynakonxit: 1 ampule of 2 ml solvent (packed with a vial of powder and a blister with |
syringe and 2 needles in each in a cardboard box) / 1 amnyna ¢ 2 mi pacTBopHTERA (b KOMIAGKTE © NOPONIKOM, LWNPHLEM LA
O/IHOPA30BOrO NPHMEHERHUA U IBYM# HriiamH (B Giucrephod yuiakoske) B kapToHHo# kopofke)
Manafacturing, primary packaging and quality control / Flponsnoacrso, nepsivHas yNakoBka i KONTPO/L KavecTpas
CENEXI, 52 rue Marcel et Jacques Gaucher 94120 FONTENAY SQUS BOIS, France / CEHEKCH, pio Mapeens ¢ Xak Mowe
52 94120 QOHTEHE-CY-EYA, ®panuns g : -
Number of manufacturing autorisation / Homep paspewesus na npouseonctso: M 14/551
Manufacturing date / fata npoussopcrea: 02,02.2022
Expiry date/ Jlara oxonuanns epoxa rogsocti: 02,02.2027
Batch size / Paamep cepun; 100 packs /ynaxosox

Certification statement: - . ,

1 hereby certify that the above information is authentie and accurate. This batch of product has been manufactured
(inclucing packaging/labeling and quality control) at the above mientioned site in full compliance with the GMP
requirsments of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country. ‘The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

Zasinnenne o cepridiaKauIg:

JlaHMEIM CBHABTENLCTBYIO, YTO NPHBCACHNAA BuIWC HHGOPMAUUR eCTL ZIOCTOBEPHON ¥ Todrol. DTy cOpHIo NPoayKTa
G140 NPOHABEIEKO (BRIONAR YRIAKOBKY/MAPKHPOBKY 1 NPOBENIEHHE KORTPONA 68 KAyecTBa) HA BLILLIEYKATAHHOM yHACTKe *
B MONHOM COOTBETCTBHH TpeGopanuit GMP, YCTAHOBIEHHEIMA MCCTHBIM PETYNATOPHLIM OPTAHOM, & TAKKE COMMIACHO
cretgHKaNi, KOTOpble CONEPKATCH B PErHCTPAUMORHOM J0CKe CTPAHE! HMIOpTEpE, T1pOTOKOMBL NPOUIBOACTRE,
YNAKOBKH ¥ AHZKIUB GBUTH NEPECMOTPEHL! I YCTAHOBNEHO COOTRETCTRHC Tpebosannsm GMP.

_ ‘ v Julien ROCHE -
Name, Signature and position/title of person authorising the batch relcase: %MY@

Assurance Quality Pharmacist
Has, noanuecy u ’~‘°"’"jfﬁf,"é%\“ﬂt5m‘€ BLIKABLIECO PASPEIUCHHE HA BRINYCK cepun:

YnonHoMouerub# frapMaucsT

Julien ROCHIEE
RNV 2022

Date of‘batch releass: 4 N{N. 202?-

A [PSEN PHARMA BIOTECH
A Parc d'Activités du plateau de Signes

Chemin Dépaneme;ta\ 4(;2;

70 SIGNES (Franc
adgiga postale | Bp 707 Signos
83030 Toulon Cedex 9

Téi BOW 04107676 - Fax 43(0)4 94 10 1618
RCS Toulon n® B347 835 274 i

Sirel 1 347 835 274 00015 - Code NAF 21
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